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— The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)1x1 Responsive to communication(s) filed on Sep 4, 2002 

2a) Ixl This action is FINAL. 2b) □ This action is non-final. 

3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 
Disposition of Claims 

4) (xl Claim(s) / and 3-17 is/are pending in the application. 



4a) Of the above, claim(s) 4-17 
5)D Claim(s) 



6) Ixl Claim(s) 1 and 3 
1)U Claim(s) 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



8)U Claims 



Application Papers 

9)D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85{a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 
1 2)D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13)D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
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The amendment received 7/1/02 and the IDS 1 s received 6/13/02 
and 9/4/02 have been entered, claims 1 and 3 are considered here. 
The amended title is acceptable. 

If the limitations of claim 3 were incorporated into claim 
1, the claimed material would be allowable. 

Claims 1 and 3 are rejected under 35 U.S. C. § 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. Each of the following applies in all 
occurrences . 

In claim 1, there is no determining of any thing. In claim 
1, it is unclear what the comparing is of, for example, is the 
test substance present in the control mixtures? It is unclear as 
to how the controls differ from the tests. There is lack of 
antecedent basis in several instances, for example, ^the 
conversion^. 



The following is a quotation of 35 U.S.C. 103(a) which forms 
the basis for all obviousness rejections set forth in this Office 
action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 
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Claims 1 and 3 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over each of Stack and Khanna. 

Stack (J of Biological Chemistry) entitled ^Comparison of 
Vertebrate Collagenase and Gelatinase Using a New Fluorogenic 
Substrate Peptideg teaches on page 4279 column 1, ^Inhibition 
Studies^ inhibitors of collagenase on substrates. Eriochrome 
Black T (a marker) inhibits collagenase on synthetic substrate. 
To determine whether soluble collagen could inhibit hydrolysis of 
synthetic substrate by collagenase, hydrolysis was measured in 
increasing concentrations of collagen. On page 4279 column 2, 
binding and active sites are discussed. 

Khanna (5,434,052) entitled s Com Piementation Assay for Drug 
Screening^ teaches in claim 8 evaluating binding inhibition of a 
compound by combining a receptor and a compound, adding a marker, 
and determining binding. In column 1 ^Summary of the Invention^ 
compounds are screened by providing competition between the 
conjugate and the test compound for the receptor, or for the 
receptor binding to an allosteric site, the binding propensity of 
the test compound can be determined in relation to the enzyme 
activity obtained when enzyme acceptor is added to the assay 
medium. In column 9 there is a table of % inhibition of enzyme 
conjugate where the control has no B12. In column 11 the control 
has no folate. 
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The claims differ from each of the above references in that 
claim 1 recites two controls are employed, one without the 
substrate and one with the substrate. 



It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to controls with and 
without the substrate because both of the above references teach 
assaying inhibition with substrate and one would know the 
activity of the enzyme prior to studying its inhibition upon a 
given substrate. By using controls with and without the 
substrate, one can determine effects upon inhibition of a test 
compound by the substrate. The same is studied by each of the 
above references which teach which substances in assays including 
markers and substrates inhibit the enzyme. And both the 
substrate and the marker employed may inhibit the enzyme 
independently from the test compound. No novelty is seen in 
employing controls in assays. Regarding claim 3, Stack studies 
collagenase, collagen and closely related marker substrates to 
the one claimed in present claim 3 . To select any known marker 
substrate with the expected result would have been obvious. 

This application contains claims 4-17 drawn to an invention 
nonelected with traverse in Paper No. 7. A complete reply to the 
final rejection must include cancellation of nonelected claims or 
other appropriate action (37 CFR 1.144) See MPEP § 821.01. 
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Applicant's amendment necessitated the new ground (s) of 
rejection presented in this Office action. Accordingly, THIS 
ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 

reminded of the extension of time policy as set forth in 37 CFR 
1.136(a) . 

A shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action. In the event a first reply is filed within TWO MONTHS of 
the mailing date of this final action and the advisory action is 
not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will expire 
on the date the advisory action is mailed, and any extension fee 
pursuant to 37 CFR 1.136(a) will be calculated from the mailing 
date of the advisory action. In no event, however, will the 
statutory period for reply expire later than SIX MONTHS from the 
date of this final action. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Ralph 
Gitomer whose telephone number is (703) 308-0732. The examiner 
can normally be reached on Tuesday- Friday from 8:00 am - 5:00 pm. 
The examiner can also be reached on alternate Mondays. If 
attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, . Michael Wityshyn can be reached on (703) 



303-4743. The £ax phone nu ^ r for chis ^ ^ (7M) 3oe _ 

«5 S . Any inguiry of . general ^ ^^^^ ^ ^ 

of this application should be directed to the Croup receptionist 
whose telephone nunfcer is (703) 3 0S- 12 3S. For 24 hour access to 
Patent application information 7 days per week, or for filing 
applications electronically, please visit our website at 
www.uspto.gov and click on the button patent Electronic Business 
Centerg for more information. 

Ralph Gitomer 
Primary Examiner 
Group 1651 

RALPH GiTOMER 
PRIMARY EXAMINER 
GROUP 1200 



